
“A. / Pfizer Inr 
235 East 42itd Street 
New York, NY 100174755 

July 28, 2005 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane 
Room 1061 
Rockville, MD 20852. 

Ref: Final Rule on Bar Code Labeli Requirement for Human Drug Products and Biological Products, 
Federal Regi&v, February 26,2004; and Draft Guidance on Bar Code Label Requirements- Questions 
and Answers, Federal Register, June 7,2005. 

Pfizer would like to acknowledge the effort put forward by the FDA in the preparation of the subject final 
rule and draft guidance. Pfizer is in support of the use of bar codes in labels. Pfizer believes, as does the 
FDA, that many dispensing errors can be avoided with the use of barcodes to properly ident@ the product 
at the unit of use or unit dose level. These barcodes would be scanned at the point of dispensing along with 
a patient’s wristband to ensure the right dose of the right product is given to the right patient at the right 
time. The effective date of the final rule is April 26,2004. 

Section II.1 of the final rule (L How Will We Implement the Rule?) indicates “. . .for drugs that are approved 
on or after the effective date of this rule, we would expect compliance within 60 days after the drug’s 
approval date.. .for drugs approved before the effective date of this rule, we would expect compliance 
within 2 years after that date.. ,A 2-year implementation period will also enable firms to exhaust existing 
stock. If a drug has an expiration date that exceeds 2 years, and the drug was not subject to the bar code 
requirement at the time it was marketed, we will allow that drug to remain on the market without a bar 
code. However, we recognize that we cannut preclude the possibility that some drug products may be 
difficult to bar code, either because of their containers, size, or other complications. Therefore, if a 
manufacturer, repacker, relabeler, or private label distributor can demonstrate to us that, for technological 
reasons, it cannot comply within 2 years after the final rule’s effective date, it should contact us.. .” 



- L _  

Response  to  4 7  in  th e  d ra ft gu idance  (How is th e  2 -year  i m p l e m e n ta tio n  d a te  in tended to  work?)  reads  
“A 7 : The  2-year  i m p l e m e n ta tio n  d a te  is fo r  d rug  p roduc ts th a t rece ived approva l  b e fo re  Apr i l  2 6 , 2 0 0 4 . 
This  2 -year  per iod  is in tended to  p rov ide  th e  indus try su fficient tim e  to  m a k e  th e  labe l ing  changes  
necessary  to  comp ly  with th e  ru le  by  Apr i l  2 6 , 2 0 0 6 . Drugs  app roved  o n  or  a fte r  Apr i l  2 6 , 2 0 0 4 , have  6 0  
days  from  the i r  approva l  d a te  to  comp ly  with th e  ba r  code  rule.” 
P fizer has  a  concern  th a t th is  sect ion o f th e  regu la tio n  can  b e  in terpreted as  al l  p roduc t sh ipped  a fte r  Apr i l  
2 6 , 2 0 0 6 , m u s t comp ly  with th e  regu la tio n . This  interpretat ion wil l  m a k e  comp l iance  to  th e  ru le  ha rd  to  
e n force  b o th  fo r  indus try a n d  th e  F D A  a n d  m a y  necessi tate re labe l ing  or  repackag ing  goods  wh ich  have  
a l ready  b e e n  packaged  b u t n o t ye t distr ibuted, increas ing th e  p o te n tia l  fo r  d isrupt ion o f p roduc t supply.  
P fizer be l ieves th a t th e  b e n e fits o f th is  interpretat ion (p roduc t sh ipped  a fte r  Apr i l  2 6 , 2 0 0 6 , m u s t comp ly  
with th e  rule),  wh ich  wil l  b e  a  lower  r isk o f incorrect  d ispens ing , d o  n o t o u tweigh th e  bu rden  o f conduc tin g  
th e  repackag ing  a n d  re labe l ing  ope ra tions . Fur the r , P fizer be l ieves th a t th e  F D A  d id  n o t in tend to  c rea te  
such  a  bu rden  w h e n  they  deve loped  th e  i m p l e m e n ta tio n  d a te  o f two years  from  i m p l e m e n ta tio n  o f th e  ru le  
(vs. th e  th ree  years  wh ich  was  or ig inal ly  p roposed .) The re fo re  P fizer respec tful ly reques ts th a t th e  agency  
pub l ish  a n  o fficial restatement  o f th e  te rms  o f comp l iance , stat ing th a t al l  p roduc ts P A C K A G E D  o n  or  a fte r  
4 /2 6 /0 6  m u s t con ta in  ba r  codes . 

S incerely,  

Ge ra ld  M igl i  acc io  
V ice-Pres ident 
G loba l  Q u a lity a n d  E H S  O p e r a tions  


